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Date: November 16, 2016

To: Jane Rushford, Board Chair
Ollie Garrett, Board Member

From: Joanna Eide, Policy and Rules Coordinator

Copy: Rick Garza, Agency Director
Justin Nordhorn, Chief of Enforcement
Becky Smith, Licensing Director
Karen McCall, Agency Rules Coordinator
Tim Gates, Marijuana Examiners Unit

Subject: Small Business Economic Impact Statement
Marijuana Research License

A small business economic impact statement has been prepared under chapter 19.85
RCW.

Small Business Economic Impact Statement:

WAC 314-55-073 Marijuana research license.

1. Description of reporting, record keeping and other compliance requirements of
the proposed rule:

WAC 314-55-073, Marijuana research license, is a proposed new WAC section that
details application requirements and other requirements for marijuana research license
holders. It contains several reporting and other compliance requirements, which apply to
all applicants and licensees. The rule also details requirements for the WSLCB’s
scientific reviewer regarding review of applications, research projects, and ongoing
review and reporting.

a. The following requirements apply to all applicants:
i.  Detailed application requirements including demonstrating the scientific
basis for research proposals;
ii.  Facility requirements, including security requirements;
iii.  Criminal background checks; and
iv.  Financial investigations.
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b. The following requirements apply to all holders of a research license:

I.  Security requirements similar to those requirements for other marijuana
licensees to ensure marijuana is not diverted to the illegal market;

ii.  Prohibition of comingling of marijuana on site held for purposes other than
research;

iii.  Tracking of marijuana obtained and possessed for research purposes
through the state’s traceability system;

iv.  Review and approval of any additional research projects under the license
prior to obtaining marijuana and conducting research for those projects;

v.  Project status reporting applying to both license holders and the WSLCB’s
scientific reviewer;

2. Kinds of professional services that a small business is likely to need in order to
comply with such requirements:

There are no mandatory professional services applicants or licensees will need in order
to comply with the requirements. Applicants or licensees may choose to obtain
professional services, but this will be voluntary in nature and may depend on the type of
research the applicant or licensee intends to conduct.

3. Costs of compliance for businesses, including costs of equipment, supplies,
labor and increased administrative costs:

Since this is a new license and a voluntary license, there are no costs that will apply
across the board to businesses the WSLCB regulates or small businesses unless and
until they choose to apply for a research license. Costs for equipment, supplies, labor
and administrative costs will depend on the type of research and specific research
project the applicant or licensee intends to conduct. Once licensed, research licensees
will have access to the state’s traceability system at no cost.

4. Will compliance with the rules cause businesses to lose sales or revenue?

Rule requirements should not cause loss of sales or revenue. The research license is
intended to generate scientific research and data regarding cannabis, but may also be
used for commercial purposes. The WSLCB anticipates that laboratories that already
conduct other types of research will apply for the research license, so adjustments for
marijuana research should be minimal in those cases and should not result in loss of
sales or revenue.

5. Costs of compliance for small businesses compared with the cost of
compliance for the ten percent of businesses that are the largest businesses
required to comply with the proposed rules using one or more of the following as
a basis for comparing costs:

a. Cost per employee;

SBEIS — Marijuana Research License 11/16/16



Washington State
Liquor and Cannabis Board

b. Cost per hour of labor; or

c. Cost per one hundred dollars of sales
Businesses vary in size, costs per employee, costs per hour of labor, and costs per one
hundred dollars in sales for a multitude of reasons, including license type if an applicant
is a licensed marijuana business. The costs for compliance will vary significantly
depending on the applicant, category of research proposed (see RCW 69.50.372), and
complexity of the research project. For these reasons, and because it is unclear as to
how many persons or entities will apply for the license and the size of any businesses
that choose to apply, costs for compliance are indeterminate.

6. Steps taken by the agency to reduce the costs of the rule on small businesses,
or reasonable justification for not doing so:

The WSLCB sought to reduce costs on licensees through making the application
process electronic in nature and by clearly delineating application and ongoing
requirements in the proposed rule. The WSLCB will work with the scientific reviewer
regarding costs for review once a scientific reviewer is selected as applicants and
licensees will be responsible for paying costs of review directly to the scientific reviewer
as required by RCW 69.50.372. Review costs will be varied depending on the types of
projects that are proposed. Each research project will be different in subject, scope, and
detail. Costs incurred for review will depend on the number of projects proposed and the
complexity of the research project proposal. The WSLCB will provide access to the
state’s traceability system at no cost to research licensees.

Because marijuana research licensees will be dealing with a Schedule | listed
substance on both a state and federal level, and the WSLCB is tasked with ensuring the
security of marijuana and preventing diversion into the illegal market, a high level of
regulatory restriction, oversight, and reporting is appropriate. The WSLCB sought to
reduce costs where possible, but has to balance cost reductions against security and
traceability considerations, as well as ensure requirements are in place to ensure that
licenses are appropriately granted (financial investigations and background checks). For
these and other public safety reasons, the costs of compliance with rule requirements
are justified.

7. A description of how the agency will involve small businesses in the
development of the rule:
Stakeholders are invited to provide feedback to the rules during the rulemaking process.

8. A list of industries that will be required to comply with the rule:

All applicants for a marijuana research license and marijuana research license holders
will be required to comply with these rules. Applicants could range from a multitude of
industries, including from the scientific, educational, agricultural, or commercial
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industries. Licensed marijuana businesses who choose to apply for a license will also
be required to comply with the rule requirements. All persons or entities that receive a

research license will have to meet ongoing conditions of licensure and reporting
requirements.

The WSLCB'’s scientific reviewer will also have to comply review and reporting
requirements as part of administering the marijuana research license program. The
WSLCB is currently in the process of soliciting applications for a scientific reviewer.

9. An estimate of the number of jobs that will be created or lost as a result of
compliance with the proposed rule:

Indeterminate. It is unknown how many persons or entities will apply for a research
license at this time and what types or sizes of businesses, organizations, or other
entities with employees will apply for a license.
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NEW SECTION

WAC 314-55-073 Marijuana research license. A marijuana research
license allows a holder of the license to produce, process, and pos-
sess marijuana TfTor the Ilimited research purposes provided in RCW
69.50.372. The WSLCB designates a scientific reviewer (reviewer) to
review research applications and make recommendations for the approval
or denial of research projects and to assess licensed research activi-
ties. The following provisions are in addition to the requirements for
marijuana research licensees provided in RCW 69.50.372.

(1) Eligibility and continuing requirements for research license
applications, prohibitions and restrictions.

(a) Other than the restrictions listed in this subsection, any
person, organization, agency, or business entity may apply for a mari-
Jjuana research license.

(b) Other marijuana licensees may apply for a research license.
Facilities at which the research is conducted must be wholly separate
and distinct from the marijuana business, except:

(i) Licensed producers with a research license and approved re-
search project may grow marijuana plants or possess marijuana for re-
search purposes at the producer®s licensed premises. However, all mar-
ijuana grown or possessed for research purposes or purposes other than
those related to the research project must be kept wholly separated
and distinct from commercial operations and must not be comingled with
or diverted to marijuana grown Tfor commercial purposes or purposes
other than those related to the research project; and

(i1) Licensed processors with a research license and approved re-
search project may possess marijuana for research purposes at the pro-
cessors licensed premises. However, all marijuana possessed for re-
search purposes must be kept wholly separated and distinct from all
marijuana possessed for commercial purposes or purposes other than
those related to the research project and must not be comingled with
or diverted to marijuana possessed for commercial purposes or purposes
other than those related to the research project. Licensed processors
who do not also hold a producer license may not grow marijuana plants
for the purposes of research under a research license at the process-
or®s licensed location.

(c) Labs certified to perform quality assurance testing on mari-
Jjuana and marijuana products by the WSLCB may apply for a research li-
cense. Certified labs with a research license and approved research
project must ensure that all marijuana possessed for research purposes
is wholly separated from and is not comingled with marijuana possessed
for state required testing purposes for licensed producers or process-
ors or marijuana possessed for any reason other than research purpo-
ses.

(d) All research license applicants and persons conducting re-
search under the research license must be twenty-one years of age or
older.

(e) All research license applicants and those persons that have
managing control over an organization, agency, or business entity must
pass a criminal background check and financial iInvestigation prior to
being eligible to receive a research license.

() No applicant for a research license may possess any marijuana
plants or marijuana unless and until the research project iIs approved
and the applicant is notified that the research license is approved in
writing by the WSLCB.
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(g) No research licensee may conduct research unless and until
the research project is approved by the reviewer and the WSLCB 1in
writing.

(2) Initial applications.

(a) Application made with business licensing services (BLS).

(i) Applicants for a research license must apply through BLS to
begin the application process for a research license.

(i1) Upon submitting an application for a research license
through BLS, the applicant will receive an application letter from the
WSLCB directing the applicant to submit the additional application ma-
terials directly to the WSLCB®"s designated scientific reviewer
(reviewer).

(A) The applicant must submit complete and accurate additional
application materials directly to the reviewer within thirty days of
the date of the application letter from the WSLCB or by the date indi-
cated on the application letter. It is the responsibility of the re-
search license applicant to comply with the application requirements
in this section and ensure the application is complete, accurate, and
successfully submitted to the reviewer.

(B) Incomplete or incorrect additional application materials, ma-
terials that do not adhere to the content requirements iIn this sec-
tion, or materials not received by the reviewer by 5:00 p.m. on the
30th day or the application date as indicated on the letter from the
WSLCB will not be considered by the reviewer and the WSLCB will with-
draw the application after receiving notice in writing from the re-
viewer.

(b) Additional application materials requirements.

(i) Application materials that do not adhere to the content re-
quirements in this section or incomplete or 1incorrect applications
will be withdrawn.

(i1) The applicant is responsible for ensuring that no informa-
tion i1s included in the research plan that may compromise the appli-
cant®s ability to secure patent, trade secret, or other intellectual
property protection. All application documents must be submitted by a
person who has the legal authority to represent the entity if the ap-
plicant is an entity other than an individual person.

(iti) All documents must be submitted to the reviewer in a legi-
ble PDF format.

(iv) All of the following information and documents are required
for each initial application:

(A) A completed cover page form, marijuana research license ap-
plication form, and signature page form created by the WSLCB and
available at the WSLCB"s web site at www.lcb.wa.gov.

(B) A research plan limited to four pages that includes the fol-
lowing information:

(1) Purpose and goal(s) of the proposed research project(s);

(11) Key milestones and timelines for the research project(s);

(111) Background and preliminary studies;

(1V) Amount of marijuana to be grown, if applicable, including
the justification with respect to milestone tasks;

(V) Anticipated cost of the proposed research project(s) and
funding available for the work;

(V1) Key personnel and organizations, including names and roles;

(VIl1) Facilities, equipment, and other resources required and
available for conducting the proposed research project(s).

(C) A biosketch for each individual involved in executing the
proposed research project limited to two pages per individual perform-
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ing technical and administrative functions essential to performing the
proposed research, including proof that the individual is twenty-one
years of age or older. Biosketches must be prepared using the National
Institutes of Health (NIH) biographical sketch format, available at
http://grants.nih.gov/grants/forms/new-renewal-revisions.htm.

(D) Letters of support limited to two pages per letter confirming
the commitment of time and resources from external personnel or organ-
izations 1T external personnel or organizations will participate in
research activities under an approved research project. Letters of
support are required to confirm the commitment of time and resources
from personnel involved in the proposed research project(s) who are
not employed at the applicant organization. Letters of support must
include specific details regarding the type(s) and magnitude of the
time and resources being committed to the proposed research project(s)
and must be signed by individuals having the authority to make such
commitments.

(E) For all project(s) involving human or animal subjects, docu-
mentation of all required institutional review board (IRB) or institu-
tional animal care and use committee (IACUC) approvals. Documents must
be provided on IRB or IACUC letterhead and be signed by authorized of-
ficials of those regulatory bodies.

(v) Documents that do not conform to the requirements in subsec-
tion (b) of this section may be withdrawn. All nonform documents must
conform to the following requirements:

(A) Eight and one-half by 1l-inch portrait-oriented page dimen-
sions;

(B) Single-spaced with all margins measuring at least one inch;
and

(C) At least 12-point font in Times New Roman or Arial, not pro-
portionately reduced.

(c) Review by the WSLCB"s designated scientific reviewer.

(i) If the applicant submits application materials to the review-
er by the required deadline specified by the WSLCB"s application let-
ter and the reviewer determines the additional application materials
are complete and meet the document requirements specified in this sec-
tion, the reviewer will proceed with reviewing the research project to
evaluate whether the project complies with the provisions of RCW
69.50.372 (1) and (2).

(i1) When evaluating research projects, the reviewer must:

(A) Ensure confidentiality; and

(B) Screen members of the reviewer panel for any conflicts of in-
terest and take appropriate measures 1f a conflict of Interest 1is
identified.

(iti1) The reviewer will assess fees for the review of the re-
search project proposal directly to the applicant pursuant to RCW
69.50.372(7). The reviewer will not recommend approval of an applica-
tion for any research license for which an unpaid balance of fees to
the reviewer is due regardless of the recommendation of the reviewer
regarding the sufficiency of the research project.

(iv) If at any time during the process of review the reviewer
finds that the additional application materials are not complete, the
reviewer will notify the WSLCB in writing and the WSLCB will withdraw
the application.

(v) The reviewer will supply a written evaluation to the WSLCB in
writing after completing review of the research project. Evaluations
will provide the approval recommendation status; determination(s) of
the applicable research category or categories; and, as applicable,

[ 3] 0TS-8351.1



the reasons for a ""Not Approved”™ recommendation. The WSLCB will pro-
vide written evaluations to applicants following completion of the re-
view process by the reviewer along with the WSLCB"s approval or denial
of the research license.

(d) WSLCB requirements and licensing process. If the reviewer in-
dicates the application for a research license should be approved, the
following requirements must be met prior to final approval of the li-
cense by the WSLCB.

(i) The WSLCB will request criminal background and financial in-
formation from the research license applicant and evaluate the appli-
cant(s) pursuant to the standards and requirements established in WAC
314-55-020;

(i1) The applicant(s) must adhere to the notice posting require-
ments under WAC 314-55-020;

(iti) The applicant must demonstrate access to and proficiency
with the traceability system; and

(iv) The applicant must meet facility security requirements as
provided in WAC 314-55-083 prior to being granted a license.

(3) Research license withdrawal and denials.

(a) The WSLCB will withdraw an application if:

(i) The application or additional application materials are de-
termined incomplete or incorrect by the WSLCB or its designated re-
viewer;

(i1) The additional application materials are not timely received
by the reviewer as provided in this section; or

(iti1) The applicant(s) request withdrawal of a research license
application at any time in the application process. The applicant must
request the withdrawal in writing and is responsible for any review
costs due to the reviewer. The voluntary withdrawal of a research li-
cense application does not result In a hearing right.

(b) The WSLCB will deny a research license if:

(i) The scientific reviewer does not recommend approval of the
license after reviewing the research proposal for compliance with this
section or RCW 69.50.372;

(i1) The applicant does not meet the requirements for a license
under this section or RCW 69.50.372; or

(iiti1) The applicant provides false or misleading information in
any of the materials it submits to the WSLCB or the reviewer.

(c) If the WSLCB denies a research application for the reasons
provided in (b)(iii) of this subsection or for failing to meet crimi-
nal history or administrative violations requirements under this sec-
tion, the applicant(s) is prohibited from reapplying for a research
license for one calendar year from the date of the WSLCB"s denial of
the license.

(d) A person or entity that has outstanding unpaid review fees
owing to the scientific reviewer is prohibited from reapplying for a
research license until all review fees are paid to the scientific re-
viewer.

(4) Reporting required.

(a) The WSLCB or the WSLCB"s designated reviewer may require re-
porting by or auditing of research licensees as necessary.

(b) The WSLCB"s designated reviewer must submit an annual status
report of all completed and ongoing research projects for the previous
year to the WSLCB by December 31lst of each calendar year.

(c) The licensee must adhere to the reporting requirements in the
traceability system under WAC 314-55-083.
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(d) The reviewer must immediately notify the WSLCB if it receives
information indicating that a research licensee iIs operating outside
the scope of the projects approved under a research license.

(5) Adding an additional research project or changing existing
approved research project process (after licensure).

(a) A research licensee iIs restricted to only those research ac-
tivities under a research project that has been reviewed and approved
by reviewer.

(b) Applications to add a new project or change an existing ap-
proved project is the same as what is required for initial application
except that a new license application through BLS is not required. To
apply to add a new research project or change an existing approved
project, a research licensee must submit all materials to the reviewer
as required under subsection (2)(b) of this section. Incomplete
project applications will not be considered.

(c) The reviewer will review the application for a new research
project or change to an existing approved research project pursuant to
subsection (2)(c) of this section. The reviewer will supply a written
evaluation to the WSLCB and the licensee iIn writing after completing
review of the application for a new research project or a change to an
existing approved research project. Evaluations will provide the ap-
proval recommendation status; determination(s) of the applicable re-
search category or categories; and, as applicable, the reasons for a
"Not Approved™ recommendation.

(6) Research license renewals.

(a) Research license renewals operate on an annual basis, based
on the license issuance date. A licensee must have an ongoing approved
research project or an application for a new research project to be
eligible for license renewal. The WSLCB will notify the licensee and
reviewer ninety days prior to the license renewal date. The licensee
must provide a status report to the reviewer or an application for a
new research project if the licensee®s ongoing approved research
project will end within thirty days prior to or after the renewal
date. The status report or application must be received by the review-
er within thirty days of the ninety-day renewal notice from the WSLCB
or the license will not be renewed.

(b) The reviewer will notify the WSLCB in writing if the licensee
meets the requirements for renewal not later than fifteen days prior
to the licensee™s renewal date.

(c) If the reviewer determines that the research project does not
meet requirements for renewal due to lack of an ongoing project or for
failure to meet the requirements of RCW 69.50.372 or this section for
a proposed new project, the reviewer will recommend the WSLCB not re-
new the license.

(d) The WSLCB will review the licensee"s violation history and
criminal background check prior to renewal. If the violation history
or criminal records disqualifies the licensee from eligibility for a
research license under WAC 314-55-050, the WSLCB will not renew the
license.

(7) License revocation.

(a) The WSLCB may revoke an application for the following rea-
sons:

(i) The WSLCB has reason to believe that marijuana is being di-
verted from the research licensee;

(i1) The research licensee operates outside the scope of the re-
search project(s) approved under the license issued to the licensee;
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(i1ti1) The applicant makes a misrepresentation of fact, or fTails
to disclose a material fact to the WSLCB during the application proc-
ess or any subsequent investigation after a license has been issued;

(iv) The WSLCB finds that the licensee possesses marijuana
plants, marijuana, or marijuana products that are not accounted for in
the traceability system;

(v) The research licensee makes changes to their operating plan,
entity structure, or location without prior approval from the WSLCB;

(vi) The research licensee fails to maintain security require-
ments for the licensed research facility; or

(vii) The licensee violates any provision of chapter 69.50 RCW or
this chapter.

(b) A licensee may request voluntary cancellation of a license at
any time. The licensee must request cancellation of a research license
to the WSLCB in writing. The voluntary cancellation of a research li-
cense does not result in a hearing right.

(8) Marijuana disposal requirements.

(a) Licensees must dispose of marijuana as provided in WAC
314-55-097.

(b) Licensees must dispose of marijuana if the research license
is discontinued for any reason. A licensee may transfer plants to an-
other marijuana research licensee. A licensee may work with the WSLCB
to dispose of marijuana or marijuana plants.

(9) An applicant or licensee may request an administrative hear-
ing to contest the withdrawal, denial, nonrenewal, or revocation of a
research license pursuant to chapter 34.05 RCW. A request for a hear-
ing must be made in writing and received by the WSLCB no later than
twenty days after the date the notification of withdrawal, denial,
nonrenewal, or revocation was mailed to the applicant or licensee. Ap-
peal requests submitted in paper form may be delivered to the WSLCB in
person during normal business hours at 3000 Pacific Avenue S.E., Olym-
pia, WA 98501, or mailed to the WSLCB. Mailed appeal requests must be
addressed to: WSLCB, ATTN: Adjudicative Proceedings Coordinator, P.O.
Box 43076, Olympia, WA 98504-3076 or, for certified mail, WSLCB, ATTN:
Adjudicative Proceedings Coordinator, 3000 Pacific Avenue S.E., Olym-
pia, WA 98501.
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